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Applicant: Avecia Inc. Wilmington, DE

Uses: This substance is a non-food use/non-food contact antimicrobial for the control of fungi
and bacteria in protection of natural rubber and plastic products.

Recycled/Recyclable « Printed with Vegetable Oil Based Inks on 100% Recycled Paper (40% Posiconsumer)




BACKGROUND: A letter containing additional information came from Elizabeth A. Brown,
ChemReg, Int. March 1, 2002, and was addressed to Marshall Swindell, PM 33.

ACTION REQUESTED: Review additional information and [1] determine if a Guideline/
Acceptable classification can be given for a previously submitted UDS study, and [2] can a
waiver be given for the proposed 90 day inhalation study?

CONCLUSIONS:

Unscheduled DNA Synthesis Study [OPPTS 870.5550 (§84-2)]

The Agency notes that mutagenicity studies performed for the Agency need to have the MTD
incorporated into the main study. In this case 800 mg/kg, used in the study was not the MTD. A
higher dose could have been chosen between 800 and 1250 mg/kg/day and pathological evidence
provided as evidence of liver pathology.

This study does not have to be repeated and will be used for supplementary information.
All study requirements in the mutagenicity battery have been fulfilled.

90 Day Inhalation Study [OPPTS 870.3465 (§82-3)]

While it is true that the test substance has a very low vapor pressure of (1.48 x 107), this value
is usually obtained at a specific temperature and pressure. The elevated temperature used in
molding the plastic would lead to a greater volatilization of the test material and some inhalation
toxicology data must be obtained.

A waiver, therefore, cannot be granted for the 90 Day Inhalation study.




